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LIST OF ABBREVIATION III

Abbreviation Original Meaning

NA Nasal Swab

NP Nasopharyngeal Swab
NS Nasal Suction Fluid

TS Throat Swab

WB Whole Blood

S Serum

P Plasma

CSF Cerebral Spinal Fluid
Ag Antigen

Ab Antibody

T/Kit Test(s)/Kit

EUA Emergency Use Authorization

Coming Soon

INFECTIOUS DISEASE
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RESPIRA : !
CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION
COVID-19 IgG/IgM Test WB/S/P GCCOV-402a Cassette 25 T/Kit CE marked
SARS-CoV-2 NAb Test WB/S/P GCCOV(NAb)-402b Cassette 25 T/Kit CE marked
COVID-19 Ag Test NP GCCOV-502Ca Cassette 25 T/Kit CE marked
NP GCCOV-502a Cassette 25 T/Kit CE marked
NA GCCOV-502a-NA Cassette 1/2/3/5/7/10/15/20 T/Kit CE marked
COVID-19 Ag Test NA GCCOV-502Ua Cassette 20 T/Kit FDA 510K CW
COVID-19 NA GCCOV-503a Device 1/2/5/10 T/Kit CE marked
NA/NP GCCOV-502NN Cassette 20 T/Kit CE marked
Oral Fluid GCCOV-702a Cassette 20 T/Kit CE marked
NA GCCOV-502a-Hxx Cassette 1/2/3/5/7/8/10/15/20/25 T/Kit CE marked
COVID-19 Ag Self-Test NA GCCOV-502a-HxxOGE Cassette 1/2/3/5/7/8/10/15/20/25 T/Kit CE marked,CE IVDR
Oral Fluid GCCOV-502a-Hxx Cassette 1/2/3/5/7/10/15/20 T/Kit CE marked
Digital COVID-19 Ag Test NA GCCOV-D503a Digital Device  1/2/3/5/7/10/15/20 T/Kit CE marked
NA/NP/TS GCFLU(A)-501a Strip 25 T/Kit CE marked
Flu A Ag Test NA/NP/TS GCFLU(A)-502a Cassette 20 T/Kit CE marked
NA/NP/TS GCFLU(A)-U502a Cassette 20 T/Kit CE marked
Flu A (H5) Ag Test NA GCFLU(AH5)-502a Cassette 20 T/Kit CE marked
Influenza NA/NP/TS GCFLU(A/B)-501a Strip 25 T/Kit CE marked
Flu A&B Ag Test NA/NP/TS GCFLU(A/B)-502a Cassette 20 T/Kit CE marked
NA/NP/TS GCFLU(A/B)-502Ca Cassette 20 T/Kit CE marked
NA/NP/NS GCRSV-502a Cassette 20 T/Kit CE marked
RSV RSV Ag Test NA/NP/NS GCRSV-5025a Cassette 20 T/Kit FDA 510(k)
NA/NP/NS GCRSV-502b-PBS Cassette 20 T/Kit FDA 510(k) CW
Adeno Adeno Ag Test NA/NP/NS GCADE-502a Cassette 20 T/Kit CE marked
Adeno IgM Test WB/S/P ACJ025029 Cassette 20 T/Kit NMPA (FSC)
M. pneumoniae M. pneumoniae Ag Test TS GCMP-502a Cassette 20 T/Kit CE marked
M. pneumoniae IgM Test s/P GCMP-302a Cassette 25 T/Kit CE marked
M. pneumoniae IgG Test WB/S/P ACJ025021 Cassette 25 T/Kit NMPA (FSC)
Tuberculosis TB 1gG/IgM Test S/P CEIBS024 Cassette 2 CE marked
WB/S/P GCTB-402a Cassette 25 T/Kit CE marked
Mononucleosis ~ MONO IgM Test WB/S/P GCMON-402a Cassette 25 T/Kit CE marked
EBV EBV Ab Test s/p GCMON-325a Cassette 20 T/Kit CE marked
WB/S/P GCMON-425a Cassette 20 T/Kit CE marked
GCSTR-501a Strip 25 T/Kit CE marked
GCSTR-501a-DR Strip 25 T/Kit CE IVDR
GCSTR-501Ca"" Strip 25 T/Kit "CE marked, FDA 510(K) CW"
Strep A Strep A Ag Test TS GCSTR-501Ca-DR Strip 25 T/Kit CEIVDR
GCSTR-502a Cassette 20 T/Kit CE marked
GCSTR-502a-DR Cassette 20 T/Kit CEIVDR
GCSTR-502Ca Cassette 20 T/Kit CE marked
GCSTR-502Ca-DR Cassette 20 T/Kit CEIVDR
Hanta Hantavirus IgM Test WB/S/P ACJ025023 Cassette 20 T/Kit NMPA (FSC)
Mumps Mumps virus IgM Test WB/S/P ACJ025028 Cassette 20 T/Kit NMPA (FSC)
Chlamydia C. pneumoniae IgG Test WB/S/P ACJ025019 Cassette 20 T/Kit NMPA (FSC)
pneumoniae C. pneumoniae IgM Test WB/S/P ACJ025018 Cassette 20 T/Kit NMPA (FSC)
Coxsackie Coxsackie B19 IgM Test WB/S/P ACJ025025 Cassette 20 T/Kit NMPA (FSC)
Human Parvovirus Human Parvovirus B19 IgM Test  WB/S/P ACJ025027 Cassette 20 T/Kit NMPA (FSC)
Bordetella Pertussis Bordetella Pertussis Ag Test TS GCBP-502a"" Cassette 20 T/Kit CE marked
Cryptococcosis CrAg Test WB/S/P/CSF GCCr(Ag)-402a"*" Cassette 20 T/Kit CE marked
HMPV HMPV Ag Test NA/NP/NS/TS GCHMPV-502a Cassette 1/5/7/20 T/Kit CE marked




CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION
NP GCFC-525a Cassette 20 T/Kit CE marked
NA/NP GCFC-525a-NN Cassette 20 T/Kit CE marked
COVID-19+Flu A&B Ag Combo Test  NA GCFC-5255a Cassette 25 T/Kit CE marked, FDA EUA
NA GCFC-525a-NA Cassette 20 T/Kit CE marked
COVID-19+Flu A&B NA GCFC-T502a Cassette 20 T/Kit CE IVDR
NA GCFC-T503a Device 20 T/Kit CE marked
"FDA 510(k) CW
COVID-19+Flu A&B Ag Combo NA GCFC-5255Ka-Hx ™ Cassette 1/2/4 T/Kit FDA De Novo
Self-Test MEDSAFE (New Zealand)"
NA 303051 Cassette 1/5/20/25 T/Kit CE marked
NA GCFC-T502a-DRHx New Cassette 1/2/4/5/7/20 T/Kit CE IVDR
COVID-19+Flu A&B  COVID-19+Flu A&B+RSV Ag Combo NA GCFCR-T525a Cassette 20 T/Kit CE marked
+RSV Test
COVID-19+Flu A&B+RSV+Adeno Ag  NA GCFCRA-T525a Cassette 20 T/Kit CE marked
COVID-19+Flu A&B  Combo Test NA/NP GCFCRA-545a Cassette 20 T/Kit CE marked
+RSV+Adeno COVID-19+Flu A&B+RSV+Adeno Ag  NA GCFCRA-T525a-DRHx"*" Cassette 1/5/7/20 T/Kit CEIVDR
Combo Self-Test
Flu A&B+RSV+ Flu A&B+RSV+Adeno Ag Combo Test NA GCFRA-T525a Cassette 20 T/Kit CE marked
Adeno Flu A&B+RSV+Adeno Ag Combo NA GCFRA-T525a-DRHx"" Cassette 1/5/7/20 T/Kit CE IVDR
Self-Test
COVID-19+RSV COVID-19+RSV Ag Combo Test NA GCRC-T502a Cassette 20 T/Kit CE marked
RSV+Adeno RSV+Adeno Ag Combo Test NA GCRA-T502a Cassette 20 T/Kit CE marked
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SEXUALLY TRANSMITTED
CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION
Candida albicans Candida albicans Ag Test Vaginal Secretion GCCA-502a Cassette 20 T/Kit CE marked
Chlamydia Chlamydia Ag Test Swab/Urine GCCHL-502a Cassette 20 T/Kit CE marked
Swab/Urine GCCHL-502Ca Cassette 20 T/Kit /
Gonorrhea Gonorrhea Ag Test Swab GCGON-502b Cassette 20 T/Kit CE marked
HSV 1gG Test S/P GCHSV(IgG)-302a Cassette 25 T/Kit CE marked
WB/S/P GCHSV(IgG)-402a Cassette 25 T/Kit CE marked
HSV HSV IgM Test s/P GCHSV(IgM)-302a Cassette 25 T/Kit CE marked
WB/S/P GCHSV(IgM)-402a Cassette 25 T/Kit CE marked
HSV IgG/IgM Test WB/S/P GCHSV-T402a Cassette 25 T/Kit /
HPV HPV E7 Protein Test Swab GCHPV-502a"*" Cassette 20 T/Kit CE marked
Monkeypox IgG/IgM Test WB/s/P GCMKP-402a Cassette 20 T/Kit CE marked
Monkeypox Monkeypox Ag Test "Throat or Lesion exudate COMKP-502b c )
and/or lesion scab swab" - assette 1/2/5/7/20 T/Kit CE marked
Trichomoniasis  Trichomoniasis Ag Test Swab GCTV-502a Cassette 20 T/Kit CE marked
o =
BLOOD BORNE o
CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION
CD4/AIDS VISITECT® CD4 Advanced Disease  Capillary+Venous WB ~ AB376 Cassette 20 T/Kit WHO PQ, CE marked
/P GCHIV-301a Strip 50 T/Kit /
s/P GCHIV-302a Cassette 25 T/Kit CE marked
HIV-1/2 Ab Test (Gen 3) WB/S/P GCHIV-401a Strip 50 T/Kit /
WB/S/P GCHIV-402a Cassette 25 T/Kit CE marked
HIV WB/S/P GCHIV-402¢"*" Cassette 25 T/Kit /
S/P GCHIV-T302b Cassette 25 T/Kit i
HIV-1/2/0 Ab Test WB/S/P GCHIV-T402a Cassette 25 T/Kit /
WB/S/P GCHIV-GT402a Cassette 25 T/Kit /
HIV Ag+Ab Combo Test (Gen 4) WB/S/P GCHIV(Ag/Ab)-402a Cassette 25 T/Kit /
HAV Ag Test Feces GCHAV-602a Cassette 25 T/Kit CE marked
HAV HAV IgM Test S/P GCHAV(IgM)-302Ba Cassette 25 T/Kit CE marked
HAV IgG/IgM Test WB/S/P GCHAV(IgG/IgM)-402a Cassette 25 T/Kit CE marked
s/P GCHBcb-302a Cassette 25 T/Kit /
HBCAb Test s/P GCHBch-302b Cassette 25 T/Kit /
WB/S/P GCHBcb-402a Cassette 25 T/Kit /
S/P GCHBeb-302a Cassette 25 T/Kit /
HBeAb Test S/P GCHBeb-302b Cassette 25 T/Kit /
WB/S/P GCHBeb-402a Cassette 25 T/Kit /
HBV HBeAg Test s/P GCHBeg-302a Cassette 25 T/Kit /
WB/S/P GCHBeg-402a Cassette 25 T/Kit /
s/p GCHBsg-301a Strip 25 T/Kit /
HBsAg Test WB/S/P GCHBsg-302a Cassette 25 T/Kit /
S/P GCHBsg-401a Strip 25 T/Kit /
WB/S/P GCHBsg-402a Cassette 25 T/Kit /
HBV Combo Test S/P GCHBV-355a Cassette 20 T/Kit /
WB/S/P GCHBV-455a Cassette 20 T/Kit /




CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION

S/P GCHCV-301a Strip 50 T/Kit /
Hev HCV Ab Test WB/S/P GCHCV-302a Cassette 25 T/Kit CE marked
S/P GCHCV-401a Strip 50 T/Kit /
WB/S/P GCHCV-402a Cassette 25 T/Kit CE marked
HEV HEV IgM Test S/P GCHEV-302a Cassette 25 T/Kit CE marked
S/P GCSYP-301a Strip 50 T/Kit CE marked
S/P GCSYP-302a Cassette 25 T/Kit CE marked
Syphilis Syphilis Ab Test WB/S/P GCSYP-401a Strip 50 T/Kit CE marked
WB/S/P GCSYP-402a Cassette 25 T/Kit CE marked
WB/S/P GCSYP-4OZCNEW Cassette 25 T/Kit /
HBsAg+HCV HBsAg+HCV Combo Test WB/S/P GCHBC-T402a Cassette 25 T/Kit /
HCV+HIV HCV+HIV Combo Test WB/S/P GCHCI-402a Cassette 25 T/Kit /
HIV+Syphilis HIV+Syphilis Combo Test WB/S/P GCHISY-425a Cassette 25 T/Kit /
HBsAg+HCV HBsAg+HCV+HIV S/P GCHBCISY-345a Cassette 20 T/Kit /
+HIV+Syphilis  +Syphilis Combo Test WB/S/P GCHBCISY-445a Cassette 20 T/Kit /
m

CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION
R— el /A0 T WB/S/P GCBRU(IgG/IgM)-402a Cassette 25 Tests/Kit CE marked
WB/S/P GCBRU-402a Cassette 25 Tests/Kit CE marked
Chagas Chagas Ab Test S/P GCCHA-302a Cassette 25 Tests/Kit CE marked
WB/S/P GCCHA-402a Cassette 25 Tests/Kit CE marked
' chikungtinyallgMTest S/P GCCHK(IgM)-302a Cassette 25 Tests/Kit CE marked
Chikungunya WB/S/P GCCHK(IgM)-402a Cassette 25 Tests/Kit CE marked
Chikungunya I1gG/IgM Test WB/S/P GCCHK(IgG/1gM)-402a Cassette 25 Tests/Kit CE marked
Dengue I1gG/IgM Test WB/S/P GCDEN(ab)-402c Cassette 25 Tests/Kit CE marked
Dengue Dengue NS1 Ag Test WB/S/P GCDEN(NS)-402c Cassette 25 Tests/Kit CE marked
Dengue NS1 & IgG/IgM Combo Test WB/S/P GCDEN-425a Cassette 20 Tests/Kit CE marked
Giardia lamblia  Giardia lamblia Ag Test Feces GCGIA-602a Cassette 20 Tests/Kit CE marked
s/p GCKal-301a Cassette 50 Tests/Kit /
Leishmania Leishmania Ab Test GCKal-302a Ca.f,sette 25 Tests/Kit éE red
WB/S/P GCKal-401a Strip 50 Tests/Kit marke:
GCKal-402a Cassette 25 Tests/Kit /
Malaria Pan Ag Test GCMAL(pan)-402a Cassette 25 Tests/Kit CE marked
Malaria Pf. Ag Test GCMAL(pf)-402a Cassette 25 Tests/Kit CE marked
Malaria Pf,/Pan Ag Test Whole Blood GCMAL(pf/pan)-402a-DR  Cassette 25 Tests/Kit CE marked
Malaria GCMAL(pf/pan)-402a Cassette 25 Tests/Kit CE marked
Malaria P.f./Pv. Ag Test GCMAL(pf/pv)-402a Cassette 25 Tests/Kit CE marked
Malaria Pf,/Py. Ab Test S/P GCMAL(pf/pv Ab)-302a Cassette 25 Tests/Kit CE marked
WB/S/P GCMAL(pf/pv Ab)-402a Cassette 25 Tests/Kit CE marked
V. cholerae V. cholerae O1 Ag Test Feces GCVCH(01)-602a Cassette 25 Tests/Kit CE marked
) V. cholerae 01/0139 Ag Test Feces GCVCH(01/09)-602a Cassette 25 Tests/Kit CE marked
CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. FORMAT KIT SIZE REGISTRATION
Human Parvovirus Human Parvovirus B19 IgM Test WB/S/P ACJ025027 Cassette 20 T/Kit NMPA (FSC)
Rubella IgG Test S/P GCRUB(IgG)-302a Cassette 25 Tests/Kit /
WB/S/P GCRUB(IgG)-402a Cassette 25 Tests/Kit /
Rubella Rubella IgM Test s/p GCRUB(IgM)-302a Cassette 25 Tests/Kit /
WB/S/P GCRUB(IgM)-402a Cassette 25 Tests/Kit /
S/P GCRUB(IgG/IgM)-325a Cassette 25 Tests/Kit /
Rubella IgG/IgM Test WB/s/P GCRUB(lgG/IgM)-425a Cassette 25 Tests/Kit /
GCRUB(IgG/IgM)-T402a Cassette 25 Tests/Kit /
CMV IgG Test S/P GCCMV(IgG)-302a Cassette 25 Tests/Kit /
WB/S/P GCCMV(IgG)-402a Cassette 25 Tests/Kit /
Cytomegalovirus CMV IgM Test S/P GCCMV(IgM)-302a Cassette 25 Tests/Kit /
(CMV) WB/S/P GCCMV(IgM)-402a Cassette 25 Tests/Kit /
s/p GCCMV(IgG/IgM)-T302a  Cassette 25 Tests/Kit /
CMV IgG/IgM Test WB/S/P GCCMV/(IgG/IgM)-T402a Cassette 25 Tests/Kit /
S/P GCCMV-325a Cassette 25 Tests/Kit /
WB/S/P GCCMV-425a Cassette 25 Tests/Kit /
TOXO IgG Test s/p GCTOX(1gG)-302a Cassette 25 Tests/Kit CE marked
WB/S/P GCTOX(IgG)-402a Cassette 25 Tests/Kit /
Toxoplasma TOXO IgM Test S/P GCTOXO(lgM)-302a Cassette 25 Tests/Kit CE marked
Gondii (TOXO) WB/S/P GCTOXO(IgM)-402a Cassette 25 Tests/Kit /
s/p GCTOX-302b Cassette 25 Tests/Kit /
TOXO IgG/IgM Test GCTOX(IgG/IgM)-302a Cassette 20 Tests/Kit CE marked
WB/S/P GCTOX-402b Cassette 25 Tests/Kit /
ToRCHToxo+  TORCHToxo/Rubella/CMV/HSV— /p GCTOG-3453 Cassette 20 Tests/Kit /
Rubella+CMV+  18G Combo Test
7Y RO T RER Y g GCTOM-3452 Cassette 20 Tests/Kit /

IgM Combo Test




GASTROINTESTINAL

CATEGORY PRODUCT NAME SPECIMEN
Adeno Ag Test Feces
Adeno
Adeno IgM Test WB/S/P
C. difficile GDH Ag Test Feces
Clostridium difficile ~ C. difficile Toxin A/B Ag Test Feces
C. difficile GDH & Toxin A/B Ag Feces
Combo Test
Coxsackie Virus A16  Coxsackie Virus A16 IgM Test WB/S/P
Enterovirus 71 EV71 IgM Test S/P
(EV71) WB/S/P
. S/P
H. pylori H. pylori Ab Test
WB/S/P
H. pylori Ag Test s
Norovirus Norovirus Gl & GlI Ag Test Feces
Rotavirus Rotavirus Ag Test Feces
Rotavirus+Adenovirus Rotavirus/Adenovirus Test Feces
S. typhi (Salmonella S. typhi Ag Test S/P/Feces
Typhi)
Typhoid Typhoid 1gG/IgM Test S/P

CATALOG NO.
GCADE-602a
ACJ025029
GCCD(GDH)-602a
GCCD(Toxin A/B)-602a

GCCD-625a

ACJ025005
GCEV71(IgM)-302a
GCEV71(IgM)-402a
GCHP-301a
GCHP-302a
GCHP-401a
GCHP-402a
GCHP-601a
GCHP-601Ca
GCHP-602a
GCHP-602Ca
ACJ025036
ACJ025037
ACJ025006
ACJ025026
ACJ025034
ACJ025035
GCROA-602a
GCROA/ADE-602a

GCSAL(ST)-602a
GCTYP-301a

GCTYP-302a
GCTYP-302b

FORMAT KIT SIZE

Cassette 20 Tests/Kit
Cassette 20 Tests/Kit
Cassette 20 Tests/Kit
Cassette 20 Tests/Kit
Cassette 20 Tests/Kit
Cassette 20 T/Kit

Cassette 25 Tests/Kit
Cassette 25 Tests/Kit
Strip 50 Tests/Kit
Cassette 25 Tests/Kit
Strip 50 Tests/Kit
Cassette 25 Tests/Kit
Strip 25 Tests/Kit
Strip 25 Tests/Kit
Cassette 20 Tests/Kit
Cassette 20 Tests/Kit
Strip 25 Tests/Kit
Strip 50 Tests/Kit
Cassette 20 Tests/Kit
Cassette 20 Tests/Kit
Strip 25 Tests/Kit
Strip 50 Tests/Kit
Cassette 25 Tests/Kit
Cassette 25 Tests/Kit
Cassette 20 Tests/Kit
Strip 50 Tests/Kit
Cassette 25 Tests/Kit
Cassette 25 Tests/Kit

REGISTRATION
CE marked

NMPA (FSC)

CE marked

CE marked

CE marked

NMPA (FSC)
CE marked
CE marked
CE marked
CE marked
CE marked
CE marked
CE marked
CE marked
CE marked
CE marked
NMPA (FSC)
NMPA (FSC)
NMPA (FSC)
NMPA (FSC)
NMPA (FSC)
NMPA (FSC)
CE marked
CE marked

CE marked
/

CE marked
CE marked

TOXICOLOGY

PRODUCT NAME FORMAT

Alcohol (ALC) Test

Acetaminophen (ACE) Test
Alprazolam (ALP) Test
Amphetamine (AMP) Test
Barbiturates (BAR) Test
Buprenorphine (BUP) Test
Benzodiazepines (BZO) Test

Caffeine (CAF) Test

Carfentanil (CFYL) Test

Cocaine (COC) Test

Codeine (COD) Test

Cotinine (COT) Test

Clenbuterol Hydrochloride Cotinine (CLE) Test
Clonazepam (CLO) Test

Diazepam (DIA) Test

Diphenoxylate (DIP) Test
Dextromethorphan (DXM) Test
Methadone Metabolite (EDDP) Test
Ethyl Glucuronide (ETG) Test
Etomidate (ETO) Test

Fentanyl (FEN) Test

Norfentanyl (NFT)Test
2-Fluorodeschloroketamin (FKE) Test
Gabapentin (GAB) Test
Hydrocodone (HCD) Test
Hexahydrocannabinol (HHC) Test
Hydromorphone (HMO) Test
Synthetic Marijuana (K2) Test

Pinaca Ab (K3) Test

Ketamine (KET) Test

Kratom (KRA) Test

Lysergic Acid Diethylamide (LSD) Test
6-Monoacetylmorphine (6-MAM) Test

Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup

UT-OFF VALUE
0.04%/0.01%
5000 ng/mL
150 ng/mL
2000/1000/500/300/250 ng/mL
2000/600/300/200 ng/mL
10/5 ng/mL
600/400/300/200/150/100 ng/mL
6000/5000 ng/mL
500 ng/mL
600/300/200/150/100 ng/mL
2000/20 ng/mL
500/400/300/200/100/50 ng/mL
3 ng/mL
500/100 ng/mL
200 ng/mL
100/50 ng/mL
1000/300 ng/mL
300/100 ng/mL
1000/500/300 ng/mL
1000/500/100/50 ng/mL
300/200/100/50/10/5/1 ng/mL
200/50/20/10/5 ng/mL
1000 ng/mL
3750/2000/1000 ng/mL
300/10 ng/mL
300 ng/mL
300 ng/mL
75/50/25/20/10 ng/mL
25/10/5 ng/mL
3000/2000/1000/500/300/100/25 ng/mL
300/250/200/150/100 ng/mL
100/50/20/10 ng/mL
20/10 ng/mL

REGISTRATION
CE marked

CE marked

/

CE marked, 510(k)
CE marked, 510(k)
CE marked, 510(k)
CE marked, 510(k)
/

/

CE marked, 510(k)
CE marked

CE marked

/

CE marked

/

/

/

CE marked, 510(k)
CE marked

/

CE marked, 510(k)
CE marked, 510(k)
/

CE marked

CE marked

/

CE marked

CE marked

CE marked

CE marked

CE marked

CE marked

CE marked, 510(k)




PRODUCT NAME
Ecstasy (MDMA) Test

3,4-Methylenedioxypyrovalerone (MDPV) Test

Mephedrone (MEP) Test
Methamphetamine (MET) Test
Morphine (MOP) Test
Methylphenidate (MPD) Test
Methaqualone ( MQL) Test
Meperidine (MRD) Test
Methcathinone (MTC) Test
Methadone (MTD) Test
Metonitazene (MTN) Test
Metomidate (MTO) Test
Nitazene (NTZ) Test

Opiate (OPI) Test
Oxycodone (OXY) Test
Olanzapine (OZP) Test
Phencyclidine (PCP) Test
Pregabalin (PGB) Test
Propoxyphene (PPX) Test
Flakka (a-PVP) Test
Quetiapine (QTP) Test
Carisoprodol (SOMA) Test
Psilocybin (PSI) Test
Tricyclic Antidepressants (TCA) Test
Marijuana (THC) Test
Tiletamine (TIL) Test
Tramadol (TRA) Test
Tropicamide (TRO) Test
Trazodone (TZD) Test
UR-144 (UR) Test

Xylazine (XYL) Test
Zaleplon (ZAL) Test
Zearalenone (ZEN) Test
Zolpidem (ZOL) Test
Zopiclone (ZOP) Test

FORMAT

Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup

CUT-OFF VALUE
2000/1000/500/300/250/150 ng/mL CE marked, 510(k)
1000/500/300 ng/mL CE marked
300/100/50 ng/mL /
2000/1000/500/300/250 ng/mL CE marked, 510(k)
2000/600/300/200/150/100 ng/mL CE marked, 510(k)

REGISTRATION

1000/300 ng/mL CE marked
1000/300 ng/mL CE marked
100 ng/mL /

1000/500/300 ng/mL CE marked

1000/600/500/300/200/150/50 ng/mL CE marked, 510(k)
100/50 ng/mL /

200 ng/mL /

2000/300/200 ng/mL CE marked
2000/300/100 ng/mL CE marked, 510(k)
300/100 ng/mL CE marked, 510(k)
200 ng/mL /

50/25 ng/mL CE marked, 510(k)
2000/1000/500 ng/mL CE marked
600/300 ng/mL CE marked, 510(k)

500/300/50 ng/mL /
1000 ng/mL /
1000/300 ng/mL CE marked
500 ng/mL /

1000/500/300 ng/mL CE marked, 510(k)
600/500/300/200/150/100/50/40/25/20/18/15 ng/mL CE marked, 510(k)

1000/500/300 ng/mL /

300/200/100 ng/mL CE marked, 510(k)
350 ng/mL /

200 ng/mL /

50/25 ng/mL CE marked
200/100/50/20 ng/mL /

100 ng/mL /

20 ppb /

50 ng/mL /

50 ng/mL /

NEW PRODUCTS (SAMPLE AVAILABLE

PRODUCT NAME
Psilocybin Test
Risperidone Test
Fluxetine Test

Tilidine Test
Tropicamide Test
Dextromethorphan Test
Meperidine Test

FORMAT

Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup
Strip/Cassette/Dip Card/Cup

CUT-OFF VALUE
50/20 ng/mL
100/50 ng/mL
100/50 ng/mL
100/50 ng/mL
100/50 ng/mL
50/20 ng/mL
100/50 ng/mL

REGISTRATION

N T T T

Saliva Test

PRODUCT NAME

Alcohol (ALC) Test

Alprazolam (ALP) Test
Amphetamine (AMP) Test
Barbiturates (BAR) Test
Buprenorphine (BUP) Test
Benzodiazepines (BZO) Test
Carfentanil (CFYL) Test

Cocaine (COC) Test

Codeine (COD) Test

Cotinine (COT) Test

Clenbuterol Hydrochloride Cotinine (CLE) Test
Clonazepam (CLO) Test

Diazepam (DIA) Test

Diphenoxylate (DIP) Test
Dextromethorphan (DXM) Test
Methadone Metabolite (EDDP) Test
Etomidate (ETO) Test

Fentanyl (FEN) Test

Norfentanyl (NFT)Test
2-Fluorodeschloroketamin (FKE) Test

FORMAT

Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device
Device

\/

CUT-OFF VALUE REGISTRATION

0.05%/0.02% /
100/50 ng/mL /
50/40/25/20 ng/mL CE marked
300/50/30/20 ng/mL CE marked
20/10/5 ng/mL CE marked
50/30/20/10 ng/mL CE marked
100/50 ng/mL /
50/30/20/15/10 ng/mL CE marked

CE marked
CE marked, 510(k)

30/10 ng/mL
30/10 ng/mL

5/3 ng/mL /
300 ng/mL /
300 ng/mL /
100/50 ng/mL /
100 ng/mL /
20 ng/mL CE marked
50/20 ng/mL /
10/5/3/2/1 ng/mL CE marked
Sng/mL CE marked
100 ng/mL /




PRODUCT NAME FORMAT

Gabapentin (GAB) Test Device
Hydrocodone (HCD) Test Device
Hexahydrocannabinol (HHC) Test Device
Hydromorphone (HMO) Test Device
Synthetic Marijuana (K2) Test Device
Pinaca Ab (K3) Test Device
Ketamine (KET) Test Device
Kratom (KRA) Test Device
Lysergic Acid Diethylamide (LSD) Test Device
6-Monoacetylmorphine (6-MAM) Test Device
Ecstasy (MDMA) Test Device
3,4-Methylenedioxypyrovalerone (MDPV) Test Device
Mephedrone (MEP) Test Device
Methamphetamine (MET) Test Device
Morphine (MOP) Test Device
Methylphenidate (MPD) Test Device
Methaqualone (MQL) Test Device
Meperidine (MRD) Test Device
Methcathinone (MTC) Test Device
Methadone (MTD) Test Device
Metonitazene (MTN) Test Device
Metomidate (MTO) Test Device
Nitazene (NTZ) Test Device
Opiate (OPI) Test Device
Oxycodone (OXY) Test Device
Olanzapine (OZP) Test Device
Trihexyphenidyl (PAR) Test Device
Phencyclidine (PCP) Test Device
Phenytoin (PHT) Test Device
Pregabalin (PGB) Test Device
Propoxyphene (PPX) Test Device
Flakka (a-PVP) Test Device
Quetiapine (QTP) Test Device
Carisoprodol (SOMA) Test Device
Tricyclic Antidepressants (TCA) Test Device
Marijuana (THC) Test Device
Tiletamine (TIL) Test Device
Tramadol (TRA) Test Device
Trazodone (TZD) Test Device
UR-144 (UR) Test Device
Xylazine (XYL) Test Device
Zaleplon (ZAL) Test Device
Zearalenone (ZEN) Test Device
Zolpidem (ZOL) Test Device
Zopiclone (ZOP) Test Device

CUT-OFF VALUE
500/200 ng/mL

10 ng/mL

60 ng/mL

30ng/mL

25/10/5 ng/mL

10/5 ng/mL
100/50/30/20 ng/mL
100ng/mL

25/10/5 ng/mL
25/10/5/4ng/mL
80/60/50/30/20 ng/mL
200/100/50 ng/mL
50 ng/mL

50/25/20 ng/mL
20/15ng/mL

50 ng/mL

150/100 ng/mL
30/15 ng/mL

50 ng/mL

75/50/30 ng/mL
100/50 ng/mL
100/50 ng/mL
100/50 ng/mL
50/40/30/10 ng/mL
50/40/30/20/10 ng/mL
200 ng/mL

300 ng/mL
50/10/5/1 ng/mL
150 ng/mL

150 ng/mL

100 ng/mL

50/20 ng/mL

200 ng/mL

300/100 ng/mL

100 ng/mL
50/40/30/25/20/15/12/10/8/5/4/3.5/3 ng/mL
300 ng/mL
100/50/35/30/25 ng/mL
200/50 ng/mL
100/50/20 ng/mL
20/10 ng/mL

200 ng/mL

50/20 ng/mL

25 ng/mL

25 ng/mL

REGISTRATION

/

/

/

CE marked
CE marked
/

CE marked
/

CE marked
CE marked
CE marked
CE marked
/

CE marked
CE marked
/

CE marked
/

/

CE marked
/

/

/

CE marked
CE marked
/

/

CE marked
/

/

CE marked
/

/

/

CE marked
CE marked, 510(k)
/

CE marked

~ N N N~~~

NEW PRODUCTS (SAMPLE AVAILABLE)

PRODUCT NAME FORMAT
Cathine Test Device
Dextromethorphan Test Device
Dimethyltryptamine Test Device
Fluxetine Test Device
Lamotrigine Test Device
Meperidine Test Device
Modafinil Test Device
Mushroom Test Device
Psilocybin Test Device
Risperidone Test Device
Tilidine Test Device

Tropicamide Test Device

CUT-OFF VALUE
200 ng/mL
100 ng/mL
100 ng/mL
60 ng/mL

50 ng/mL
30/15 ng/mL
100 ng/mL
100 ng/mL
100 ng/mL
60 ng/mL

50 ng/mL
100 ng/mL

REGISTRATION

e




/

PRODUCT NAME FORMAT LABEL CUT-OFF VALUE REGISTRATION
Alprazolam (ALP) Test Cassette Gold 15 ng/mg /
Amphetamine (AMP) Test o Fluorescence 0.5/0.2 ng/mg CE marked
Gold 5ng/mg /
Barbiturates (BAR) Test Cassette Gold 5ng/mg /
Benzodiazepines (BZO) Test Cassette filloiescence 0.2 ng/me /
Gold 1ng/mg /
Caffeine (CAF) Test Cassette Gold 20 ng/mg /
Cocaine (COC) Test Cassette Fluorescence 0.5/0.2 ng/mg CE marked
Gold 5/2 ng/mg /
Codeine (COD) Test Cassette Fluorescence 0.2 ng/mg /
Gold 2 ng/mg /
Cotinine (COT) Test Cassette Gold 5/2 ng/mg /
Diazepam (DIA) Test Cassette Gold 20 ng/mg /
Dextromethorphan (DXM) Test Cassette Aleescemse 0.2 ng/mg !
Gold 2 ng/mg /
Etomidate (ETO) Test Cassette Fluorescence 0.2 ng/mg /
Gold 5/2 ng/mg /
Fentanyl (FEN) Test Cassette Gold 2 ng/mg /
2-Fluorodeschloroketamin (FKE) Test Cassette Fluorescence 3/0.2 ng/mg /
K2 Test CrssEie Fluorescence 0.2 ng/mg CE marked
Gold 5/2/1 ng/mg /
K3 Test Cassette Fluorescence 0.2 ng/mg CE marked
Gold 0.5 ng/mg /
Ketamine (KET) Test Cassette Fluorescence 0.2 ng/mg CE marked
Gold 2/1/0.5 ng/mg /
Lysergic Acid Diethylamide (LSD) Test Cassette Fluorescence 0.2 ng/mg /
6-Monoacetylmorphine (6-MAM) Test Cassette Ao e 0.2 ng/mg (G e
Gold 2 ng/mg /
Ecstasy (MDMA) Test Cassette Fluorescence 0.2 ng/mg CE marked
Gold 5/2 ng/mg /
Methamphetamine (MET) Test o Fluorescence 0.5/0.2 ng/mg CE marked
Gold 5/2/1 ng/mg /
Morphine (MOP) Test Cassette Fluorescence 0.2 ng/mg CE marked
Gold 5/2/0.5 ng/mg /
Meperidine (MRD) Test Cassette Gold 10 ng/mg /
Methcathinone (MTC) Test Cassette Fluorescence 0.2 ng/mg CE marked
Gold 2 ng/mg /
Methadone (MTD) Test Cassette Gold 2 ng/mg /
Metomidate (MTO) Test Cassette Gold 2 ng/mg /
Oxycodone (OXY) Test i Fluorescence 0.2 ng/mg CE marked
Gold 4/1ng/mg /
Phencyclidine (PCP) Test Cassette Fluorescence 0.3/0.05 ng/mg CE marked
Gold 1ng/mg /
Marijuana (THC) Test . Fluorescence 0.05 ng/mg CE marked
Gold 2/1.5 ng/mg /
Tramadol (TRA) Test Cassette Fluorescence 0.2 ng/mg /
Gold 2 ng/mg /
Trazodone (TZD) Test Cassette Gold 20 ng/mg /
UR-144 Test Cassette Fluorescence 0.05 ng/mg /
Gold 2 ng/mg /
Xylazine Test Cassette Gold 10 ng/mg /
rface Test
PRODUCT NAME FORMAT CUT-OFF VALUE REGISTRATION
Alprazolam (ALP) Test Strip/Cassette 100/50 ng/mL /
Amphetamine (AMP) Test Strip/Cassette 50/40/25/20 ng/mL CE marked
Barbiturates (BAR) Test Strip/Cassette 300/50/30/20 ng/mL CE marked
Buprenorphine (BUP) Test Strip/Cassette 20/10/5 ng/mL CE marked
Benzodiazepines (BZO) Test Strip/Cassette 50/30/20/10 ng/mL CE marked
Carfentanil (CFYL) Test Strip/Cassette 100/50 ng/mL /
Cocaine (COC) Test Strip/Cassette 50/30/20/15/10 ng/mL CE marked
Codeine (COD) Test Strip/Cassette 30/10 ng/mL CE marked
Cotinine (COT) Test Strip/Cassette 30/10 ng/mL CE marked, 510(k)
Clenbuterol Hydrochloride Cotinine (CLE) Test Strip/Cassette 5/3 ng/mL /
Clonazepam (CLO) Test Strip/Cassette 300 ng/mL /
Diazepam (DIA) Test Strip/Cassette 300 ng/mL /
Diphenoxylate (DIP) Test Strip/Cassette 100/50 ng/mL /
Dextromethorphan (DXM) Test Strip/Cassette 100 ng/mL /
Methadone Metabolite (EDDP) Test Strip/Cassette 20 ng/mL CE marked
Etomidate (ETO) Test Strip/Cassette 50/20 ng/mL /




PRODUCT NAME FORMAT CUT-OFF VALUE REGISTRATION

Fentanyl (FEN) Test Strip/Cassette 10/5/3/2/1 ng/mL CE marked
Norfentanyl (NFT)Test Strip/Cassette Sng/mL CE marked
2-Fluorodeschloroketamin (FKE) Test Strip/Cassette 100 ng/mL /
Gabapentin (GAB) Test Strip/Cassette 500/200 ng/mL /
Hydrocodone (HCD) Test Strip/Cassette 10 ng/mL /
Hexahydrocannabinol (HHC) Test Strip/Cassette 60 ng/mL /
Hydromorphone (HMO) Test Strip/Cassette 30ng/mL CE marked
Synthetic Marijuana (K2) Test Strip/Cassette 25/10/5 ng/mL CE marked
Pinaca Ab (K3) Test Strip/Cassette 10/5 ng/mL /
Ketamine (KET) Test Strip/Cassette 100/50/30/20 ng/mL CE marked
Kratom (KRA) Test Strip/Cassette 100ng/mL /

Lysergic Acid Diethylamide (LSD) Test Strip/Cassette 25/10/5 ng/mL CE marked
6-Monoacetylmorphine (6-MAM) Test Strip/Cassette 25/10/5/4ng/mL CE marked
Ecstasy (MDMA) Test Strip/Cassette 80/60/50/30/20 ng/mL CE marked
3,4-Methylenedioxypyrovalerone (MDPV) Test Strip/Cassette 200/100/50 ng/mL CE marked
Mephedrone (MEP) Test Strip/Cassette 50 ng/mL /
Methamphetamine (MET) Test Strip/Cassette 50/25/20 ng/mL CE marked
Morphine (MOP) Test Strip/Cassette 20/15ng/mL CE marked
Methylphenidate (MPD) Test Strip/Cassette 50 ng/mL /
Methaqualone (MQL) Test Strip/Cassette 150/100 ng/mL CE marked
Meperidine (MRD) Test Strip/Cassette 30/15 ng/mL /
Methcathinone (MTC) Test Strip/Cassette 50 ng/mL /
Methadone (MTD) Test Strip/Cassette 75/50/30 ng/mL CE marked
Metonitazene (MTN) Test Strip/Cassette 100/50 ng/mL /
Metomidate (MTO) Test Strip/Cassette 100/50 ng/mL /

Nitazene (NTZ) Test Strip/Cassette 100/50 ng/mL /

Opiate (OPI) Test Strip/Cassette 50/40/30/10 ng/mL CE marked
Oxycodone (OXY) Test Strip/Cassette 50/40/30/20/10 ng/mL CE marked
Olanzapine (OZP) Test Strip/Cassette 200 ng/mL /
Trihexyphenidyl (PAR) Test Strip/Cassette 300 ng/mL /
Phencyclidine (PCP) Test Strip/Cassette 50/10/5/1 ng/mL CE marked
Phenytoin (PHT) Test Strip/Cassette 150 ng/mL /
Pregabalin (PGB) Test Strip/Cassette 150 ng/mL /
Propoxyphene (PPX) Test Strip/Cassette 100 ng/mL CE marked
Flakka (a-PVP) Test Strip/Cassette 50/20 ng/mL /
Quetiapine (QTP) Test Strip/Cassette 200 ng/mL /
Carisoprodol (SOMA) Test Strip/Cassette 300/100 ng/mL /

Tricyclic Antidepressants (TCA) Test Strip/Cassette 100 ng/mL CE marked
Marijuana (THC) Test Strip/Cassette 50/40/30/25/20/15/12/10/8/5/4/3.5/3 ng/mL CE marked, 510(k)
Tiletamine (TIL) Test Strip/Cassette 300 ng/mL /
Tramadol (TRA) Test Strip/Cassette 100/50/35/30/25 ng/mL CE marked
Trazodone (TZD) Test Strip/Cassette 200/50 ng/mL /

UR-144 (UR) Test Strip/Cassette 100/50/20 ng/mL /

Xylazine (XYL) Test Strip/Cassette 20/10 ng/mL /

Zaleplon (ZAL) Test Strip/Cassette 200 ng/mL /
Zearalenone (ZEN) Test Strip/Cassette 50/20 ng/mL /
Zolpidem (ZOL) Test Strip/Cassette 25 ng/mL /
Zopiclone (ZOP) Test Strip/Cassette 25 ng/mL /
NEW PRODUCTS (SAMPLE AVAILABLE)

PRODUCT NAME FORMAT CUT-OFF VALUE REGISTRATION
Cathine Test Strip/Cassette 200 ng/mL /
Dextromethorphan Test Strip/Cassette 100 ng/mL /
Dimethyltryptamine Test Strip/Cassette 100 ng/mL /
Fluxetine Test Strip/Cassette 60 ng/mL /
Lamotrigine Test Strip/Cassette 50 ng/mL /
Meperidine Test Strip/Cassette 30/15 ng/mL /
Modafinil Test Strip/Cassette 100 ng/mL /
Mushroom Test Strip/Cassette 100 ng/mL /
Psilocybin Test Strip/Cassette 100 ng/mL /
Risperidone Test Strip/Cassette 60 ng/mL /

Tilidine Test Strip/Cassette 50 ng/mL /
Tropicamide Test Strip/Cassette 100 ng/mL /
Drink Test |

PRODUCT NAME FORMAT CUT-OFF VALUE REGISTRATION
Gamma Hydroxybutyrate (GHB) Test Strip 12 mg/mL /
Ketamine (KET) Test Strip 4 mg/mL /
Benzodiazepines (BZO) Test Strip 2000 ng/mL /
Nitazene (NTZ) Test Strip 2000 ng/mL /




Instrume

PRODUCT NAME

Colloidal Gold Test Reader
Urine Drug Test Cup Reader

Handheld Oral Fluid Drug Test Reader
The Multiplex Fluorescence Analyzer

MODEL
0G-D180
0G-D600
0G-D200
0G-G260

e e
FERTILITY I" o - -

PRODUCT NAME SPECIMEN CATALOG NO. FORMAT CUT-OFF VALUE  KIT SIZE REGISTRATION
GAHCG-101a Strip 25 mlU/mL 100 T/Kit CE marked, 510(k)
GAHCG-101b Strip 10 mlu/mL 100 T/Kit CE marked
GAHCG-101d Strip 20 miU/mL 100 T/Kit CE marked
GAHCG-101m Strip 10 miU/mL 100 T/Kit /
GAHCG-101n Strip 25 mlU/mL 100 T/Kit /

Urine GAHCG-102a Cassette 25 mlU/mL 25 T/Kit CE marked, 510(k)

GAHCG-102b Cassette 10 miU/mL 25 T/Kit CE marked

hCG Pregnancy Test GAHCG-102d Cassette 20 miU/mL 25 T/Kit CE marked
GAHCG-102m Cassette 10 mIU/mL 25 T/Kit /
GAHCG-102n Cassette 25 miu/mL 25 T/Kit /
GAHCG-105a Panel 25 miU/mL 25 T/Kit /
GAHCG-201a Strip 25 miU/mL 100 T/Kit CE marked

Urine/Serum GAHCG-201b Strip 10 miU/mL 100 T/Kit CE marked

GAHCG-202a Cassette 25 miU/mL 25 T/Kit CE marked
GAHCG-202b Cassette 10 miU/mL 25 T/Kit CE marked
GAHCG-101a Strip 25 mlU/mL 1/2/25 T/Kit CE marked, 510(k)
GAHCG-101b Strip 10 mIU/mL 1/2/25 T/Kit CE marked
GAHCG-101d Strip 20 mIU/mL 1/2/25 T/Kit CE marked
GAHCG-101m Strip 10 mIU/mL 1/2/5/10/15/25 T/Kit /
GAHCG-101n Strip 25 miU/mL 1/2/5/10/15/25 T/Kit /
GAHCG-102a Cassette 25 mIU/mL 1/25 T/Kit CE marked, 510(k)
GAHCG-102b Cassette 10 mIU/mL 1/25 T/Kit CE marked

hCG Pregnancy Self-Test Urine GAHCG-102d Cassette 20 mlU/mL 1/25 T/Kit CE marked
GAHCG-102m Cassette 10 mIU/mL 1/2/5/10/15/25 T/Kit /
GAHCG-102n Cassette 25 mIU/mL 1/2/5/10/15/25 T/Kit /
GAHCG-103a Midstream 25 mIU/mL 1/2 T/Kit CE marked, 510(k)
GAHCG-103b Midstream 10 mIU/mL 1/2 T/Kit CE marked
GAHCG-103d Midstream 20 mIU/mL 1/2 T/Kit CE marked
GAHCG-103m Midstream 10 miU/mL 1/2/3/5/7 T/Kit CE marked
GAHCG-103m Midstream 10 mIU/mL 1/2 T/Kit 510(k)
GAHCG-103n Midstream 25 mlU/mL 1/2/5/10/15/25 T/Kit /

Digital Pregnancy Test Urine GAHCG-D103a Midstream 25 mlIU/mL 1/2 T/Kit CE marked
GAHCG-D103b Midstream 10 mIU/mL 1/2/3/5 T/Kit /
GALH-101a Strip 25 miu/mL 100 T/Kit CE marked
GALH-101b Strip 40 mlU/mL 100 T/Kit CE marked
GALH-101d Strip 30 mIU/mL 100 T/Kit /

LH Ovulation Test Urine Gl Strip 40 miU/mL 100 T/Kit /
GALH-101g Strip 25 mIU/mL 100 T/Kit /
GALH-102a Cassette 25 miU/mL 25 T/Kit CE marked
GALH-102b Cassette 40 mlU/mL 25 T/Kit CE marked
GALH-102i Cassette 40 miU/mL 25 T/Kit /
GALH-102g Cassette 25 miU/mL 25 T/Kit /
GALH-101a Strip 25 miU/mL 1/5/7 T/Kit CE marked
GALH-101b Strip 40 mIU/mL 1/5/7 T/Kit CE marked
GALH-101i Strip 40 miU/mL 1/2/5/10/15/25 T/Kit /
GALH-101g Strip 25 miU/mL 1/2/5/10/15/25 T/Kit /
GALH-102a Cassette 25 mIU/mL 1/5/7 T/Kit CE marked
GALH-102b Cassette 40 mIU/mL 1/5/7 T/Kit CE marked

LH Ovulation Self-Test Urine GALH-102i Cassette 40 mIU/mL 1/2/5/10/15/25 T/Kft /
GALH-102g Cassette 25 mlU/mL 1/2/5/10/15/25 T/Kit /
GALH-103a Midstream 25 mIU/mL 1/5/7/10 T/Kit CE marked
GALH-103b Midstream 40 mIU/mL 1/5/7/10 T/Kit CE marked
GALH-103d Midstream 30 mIU/mL 1/5/7/10 T/Kit /
GALH-103i Midstream 40 miU/mL 1/2/5/10/15/25 T/Kit /
GALH-103g Midstream 25 mIU/mL 1/2/5/10/15/25 T/Kit /
GAFSH-101a Strip 25 mlU/mL 100 T/Kit CE marked

FSH Menopause Test Urine GAFSH-102a Cassette 25 miU/mL 25 T/Kit CE marked
GAFSH-103a Midstream 25 mIU/mL 1/5 T/Kit CE marked
GAFSH-101a Strip 25 miU/mL /

FSH Menopause Self-Test Urine GAFSH-102a Cassette 25 mlU/mL /
GAFSH-103a Midstream 25 mIU/mL 1/2/5/20 T/Kit




PRODUCT NAME SPECIMEN CATALOG NO. FORMAT CUT-OFF VALUE KIT SIZE REGISTRATION
iGFBP-1 Test Cervical Secretion GAIGF1-501a Strip 25 ng/mL 25 T/Kit CE marked
GAIGF1-502a Cassette 25 ng/mL 20 T/Kit CE marked
Male Fertility Test Semen GASPE-902a Cassette 15 M/mL 1 Test/Kit CE marked
Vaginal pH Test Vaginal secretions “eH=201a Stilb phil3.8: 44 2oA/KIE CE marked
VPH-502a Cassette pH 3.8-4.4 20 T/Kit CE marked
Vaginal pH Self-Test Vaginal secretions ypH-502a Cassette pH 3.8-4.4 1/2/3/5/20 T/Kit /
CARDIOVASCULAR III j
PRODUCT NAME SPECIMEN CATALOG NO. FORMAT CUT-OFF VALUE  KIT SIZE REGISTRATION
TN S/P GDCKM-302a Cassette 5 ng/mL 25 T/Kit CE marked
WB/S/P GDCKM-402a Cassette 5 ng/mL 25 T/Kit CE marked
CRP C-Reactive Protein WB/S/P GDCRP-402a Cassette 1~3~10 mg/L 25 T/Kit CE marked
Semi-Quantitative Test GDCRP-T402b Cassette 10~40~80 mg/L 25 T/Kit CE marked
D-dimer Test WB/P GDDDI-402b Cassette 500 ng/mL 25 T/Kit CE marked
Myoglobin Test WB/S/P GDMYO0-402a Cassette 50 ng/mL 25 T/Kit CE marked
Procalcitonin Test WB/S/P GDPCT-T402a Cassette 0.5~2~10 ng/mL 25 T/Kit CE marked
S/P GDTRO-302a Cassette 0.5 ng/mL 25 T/Kit CE marked
Troponin | Test WB/s/P GDTRO-402a Cassette 0.5 ng/mL 25 T/Kit CE marked
GDTRO-402b Cassette 0.5 ng/mL 25 T/Kit CE marked
Cardiac Myoglobin/ S/P GDCAR-335a Cassette 50/5/0.5 ng/mL 25 T/Kit CE marked
CK- MB/cTnl Combo Test  \wB/s/p GDCAR-435a Cassette 50/5/0.5 ng/mL 25 T/Kit CE marked
GDCAR-W435a Cassette 50/5/0.5 ng/mL 20 T/Kit CE marked
14/
£ 4 2 -'I."'l
ONCOLOGY | | | y &
PRODUCT NAME SPECIMEN CATALOG NO. FORMAT CUT-OFF VALUE KIT SIZE REGISTRATION
sp GEAFP-301a Strip 20 ng/mL 50 Tests/Kit /
AFP Alpha Fetal GEAFP-302a Cassette 20 ng/mL 25 Tests/Kit CE marked
Protein Test WB/S/P GEAFP-401a Strip 20 ng/mL 50 Tests/Kit CE marked
GEAFP-402a Cassette 20 ng/mL 25 Tests/Kit CE marked
R el Wimers Urine GEBTA-102a Cassette / 25 Tests/Kit CE marked
Antigen Test
s/p GECEA-301a Strip 5ng/mL 50 Tests/Kit /
CEA Carcinoembryonic GECEA-302a Cassette 5ng/mL 25 Tests/Kit /
Antigen Test WB/s/P GECEA-401a Strip 5 ng/mL 50 Tests/Kit CE marked
GECEA-402a Cassette 5 ng/mL 25 Tests/Kit CE marked
GEFOB-601b Strip 50 ng/mL 25 Tests/Kit CE marked
GEFOB-601Cb Strip 50 ng/mL 25 Tests/Kit CE marked
GEFOB-601c Strip 100 ng/mL 25 Tests/Kit CE marked
GEFOB-601d Strip 200 ng/mL 25 Tests/Kit /
015 el @il GEFOB-602a Cassette 50 ng/mL 20 TestS/Kit 510(k)
Blood Test Feces GEFOB-602b Cassette 50 ng/mL 20 Tests/Kit CE marked
GEFOB-602Cb Cassette 50 ng/mL 20 Tests/Kit CE marked
GEFOB-602c Cassette 100 ng/mL 20 Tests/Kit CE marked
GEFOB-602d Cassette 200 ng/mL 20 Tests/Kit /
GEFOB-602h Cassette 150 ng/mL 20 Tests/Kit /
GEFOB-602j Cassette 10 ng/mL 20 Tests/Kit CE marked
FOB /Transferrin Combo Test _Feces GEFOB/TF-602a Cassette 50/10 ng/mL 20 Tests/Kit CE marked
Nuclear Matrix Protein 22 Test Urine GENMP22-102a Cassette 10 U/mL 25 Tests/Kit CE marked
s/p GEPSA-301a Strip 4 ng/mL 50 Tests/Kit CE marked
PSA Prostate Specific GEPSA-302a Cassette 4 ng/mL 25 Tests/Kit CE marked
Antigen Test WB/S/P GEPSA-401a Strip 4ng/mL 50 Tests/Kit CE marked
GEPSA-402a Cassette 4 ng/mL 25 Tests/Kit CE marked
PSA Prostate Specific Antigen S/P GEPSA-302b Cassette 4ng/mL, 10 ng/mL 25 Tests/Kit /
Semi-Quantitative Test WB/S/P GEPSA-402b Cassette 4 ng/mL, 10 ng/mL 25 Tests/Kit /
Transferrin Test Feces GETF-601a Strip 10 ng/mL 25 Tests/Kit CE marked
Feces GETF-602a Cassette 10 ng/mL 20 Tests/Kit CE marked
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METABOLISM III

PRODUCT NAME SPECIMEN CATALOG NO. FORMAT CUT-OFF VALUE KIT SIZE REGISTRATION
Urine GIHSA-101a Strip 20 ug/mL 100 T/Kit CE marked
HSA Micro-Albumin Test ~ Urine GIHSA-102a Cassette 20 ug/mL 25 T/Kit CE marked
Urine GIHSA-103a Midstream 20 ug/mL 25 T/Kit CE marked
Vitamin D Test WB/S/P GIVD-402b Cassette 12 on ﬁg;’fo ne/mL, 25 T/Kit CE marked
Ferritin Test WB/S/P GEFER-402a Cassette 30ng/mL 25 T/Kit CE marked
DRY CHEMICAL URINALYSIS
PRODUCT NAME SPECIMEN FORMAT CUT-OFF VALUE KIT SIZE REGISTRATION
Ascorbate Urine Strip 0.5-0.6 mmol/L 100 T/Canister CE marked, 510(k)
Bilirubin Urine Strip 8.6-17 pmol/L 100 T/Canister CE marked, 510(k)
Blood Urine Strip 5-15 Ery/plL 100 T/Canister CE marked, 510(k)
Ca Urine Strip 2.5 mmol/L 100 T/Canister CE marked
Creatinine Urine Strip 50 mg/dL 100 T/Canister CE marked
Gluose Urine Strip 2.8~5.5 mmol/L 100 T/Canister CE marked, 510(k)
Ketone Urine Strip 0.5~1.0 mmol/L 100 T/Canister CE marked, 510(k)
Leukocytes Urine Strip 5-15 Leuko/pL 100 T/Canister CE marked, 510(k)
Micro Albumin Urine Strip 0.08~0.15 mg/dL 100 T/Canister CE marked
Nitrite Urine Strip 13~22 pmol/L 100 T/Canister CE marked, 510(k)
pH Urine Strip 0.5 100 T/Canister CE marked, 510(k)
Protein Urine Strip 0.15~0.3 g/L 100 T/Canister CE marked, 510(k)
Specific Gravity Urine Strip 0.005 100 T/Canister CE marked, 510(k)
Urobilinogen Urine Strip 3.3-16 pmol/L 100 T/Canister CE marked, 510(k)
T e s el /
PRODUCT NAME MODEL
Urine Analyzer Healgen 500
Urine Analyzer Healgen 501
Urine Analyzer Healgen 800
ANIMAL HEALTH III . '
PRODUCT NAME SPECIMEN CATALOG NO. FORMAT LABEL KIT SIZE
Canine Adenovirus (CAV) Ag Test Eyelid/Mouth/Nose Secretions GFCAV-502a Cassette Gold 10 T/Kit
i . GFCCV-602a Cassette Gold 10 T/Kit
Canine Coronavirus (CCV) Ag Test Feces FFCCVAE003 Gaecetie Fluorescence 10T/Kit
Canine Cortisol Test S/P FFCCOR-302a Cassette Fluorescence 10 T/Kit
Canine Coronavirus (CCV) & Parvovirus - GFCCP-T602a Cassette Gold 10 T/Kit
(CPV) Ag Combo Test FFCCP-T602a Cassette Fluorescence 10 T/Kit
Canine C-Reactive Protein (cCRP) Test WB/S/P FFCCR-402a Cassette Fluorescence 10 T/Kit
L - . X GFCDV-502a Cassette Gold 10 T/Kit
Canine Distemper Virus (CDV) Ag Test Eyelid/Mouth/Nose Secretions FFCDV-5022 Cassette Fluorescence B
Canine Distemper Virus & Adenovirus (CAV) Eyelid/Mouth/Nose Secretions GFCDA-522a Cassette Gold 10 T/Kit
Ag Combo Test
Canine Distemper Virus, Parvovirus & Hepatitis Ab ¢, FFCDPA-T302a Cassette Fluorescence 10 T/Kit
Combo Test
Canine D-dimer Test Plasma FFCDD-302a Cassette Fluorescence 10 T/Kit
it it Vs (e, Bl Vs (2 Eyelid/Mouth/Nose Secretions GFCIDA-532a Cassette Gold 10 T/Kit
& Adenovirus (CAV) Ag Combo Test
Canine Influenza Virus (CIV) Ag Test Eyelid/Mouth/Nose Secretions GFCIV-502a Cassette Gold 10 T/Kit
Canine Pancreatic Lipase (cPL) Test S/P FFCPL-302a Cassette Fluorescence 10 T/Kit
Canine Parvovirus (CPV) Ag Test Feces GFCPV-602a Cassette Gold o
FFCPV-602a Cassette Fluorescence 10 T/Kit
Canine Progesterone (cProg) Test WB/S/P FFCPR-402a Cassette Fluorescence 10 T/Kit
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PRODUCT NAME SPECIMEN CATALOG NO. FORMAT LABEL KIT SIZE

Canine Rabies Virus (CRV) Antibody Test S/P FFCRV-302a Cassette Fluorescence 10 T/Kit
Canine Rabies Virus (CRV) Ag Test Eyelid/Mouth/Nose Secretions FFCRV-502a Cassette Fluorescence 10 T/Kit
Canine Symmetrical Dimethylarginine (cSDMA) Test S/P FFCSD-302a Cassette Fluorescence 10 T/Kit
Canine T4 Test S/P FFCT4-302a Cassette Fluorescence 10 T/Kit
Canine TSH Test S/P FFCTSH-302a Cassette Fluorescence 10 T/Kit
Feline Calicivirus (FCV) Ag Test Eyelid/Mouth/Nose Secretions GFFCV-502a Cassette Gold 10 T/Kit
FFFCV-502a Cassette Fluorescence 10 T/Kit
Feline Coronavirus (FCoV) Ag Test Feces GFFCoV-602a Cassette Gold 10 T/Kit
Feline Herpes Virus (FHV) Ag Test Eyelid/Mouth/Nose Secretions GFFHV-502a Cassette Gold 10 T/Kit
FFFHV-502a Cassette Fluorescence 10 T/Kit
Feline NT-proBNP Test S/P FFFBNP-302a Cassette Fluorescence 10 T/Kit
Feline Pancreatic Lipase (fPL) Test S/P FFFPL-302a Cassette Fluorescence 10 T/Kit
Feline Parvovirus (FPV) Ag Test Feces GEERV:602a Cassette Gold 10 T/Kit
FFFPV-602a Cassette Fluorescence 10 T/Kit
Feline Parvovirus (FPV) & Coronavirus (FCoV)
Feces GFFPCo-622a Cassette Gold 10 T/Kit
Ag Combo Test
Feline Serum Amyloid A (fSAA) Test WB/S/P FFFSAA-402a Cassette Fluorescence 10 T/Kit
Feline Symmetrical Dimethylarginine (fSDMA) Test  S/P FFFSD-302a Cassette Fluorescence 10 T/Kit
Feline T4 Test S/P FFFT4-302a Cassette Fluorescence 10 T/Kit
Toxoplasma (Toxo) IgG/IgM Test WB/S/P GFTOX-402a Cassette Gold 10 T/Kit

PRODUCT NAME MODEL

Veterinary Fluorescent Immunoassay Analyzer 0G-V200
Automatic Biochemistry Analyzer Diag-V100

IMMUNOFLUORESCENCE (FIA) III

CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. ASSAY RANGE REGISTRATION
Diabetes HbA1c WB FIHBA-402a 4-14.5% CE/NMPA
CRP WB/S/P FDCRP-402a 0.6-200 mg/L CE/NMPA
pCT WB/S/P FDPCT-402a 0.05-100 ng/mL CE/NMPA
Inflammation  SAA WB/S/P FDSAA-402a 0.5-300 mg/mL CE/NMPA
IL-6 WB/S/P FDIL-6-402a 5-5000 mg/mL CE/NMPA
CRP/SAA WB/S/P FDCS-T402a "'CRP: 0.6-200 mg/mL SAA: 5-300 mg/mL" CE
TSH WB/S/P FKTSH-402a 0.3-100 mIU/L CE/NMPA
) T3 WB/S/P FKTT3-402a 0.61-9.22 nmol/L CE/NMPA
Thyroid T4 WB/S/P FKTT4-402a 12.87-310 nmol/L CE/NMPA
FT3 WB/S/P FKFT3-402a 0.60-50.00 pmol/L CE/NMPA
FT4 WB/S/P FKFT4-402a 0.50-100 pmol/L CE/NMPA
B-hcG WB/S/P FAHCG-402a 5-100000 mIU/L CE/NMPA
PROG WB/S/P FAPRO-402a 0.5-60 ng/mL CE
E2 /P FAE2-402a 15-3000 pg/mL CE
Fertiity AMH WB/S/P FAAMH-402a 0.1-16 ng/mL CE
LH WB/S/P FALH-402a 1-100 mIU/mL CE
PRL WB/S/P FAPRL-402a 1-200 ng/mL CE
Tes WB/S/P FKTES-402a 0.2-15 ng/mL CE
FSH WB/S/P FAFSH-402a 1-100 mIU/mL CE
D-Dimer WB/S/P FDDDI-402a 0.1-10 mg/L CE/NMPA
cTnl WB/S/P FDTRO-402a 0.1-40 ng/mL CE/NMPA
hs-cTnl WB/S/P FDTRO-402¢ 10-10000 pg/mL CE/NMPA
cTnT WB/S/P FDTNT-402a 30-25000 pg/mL CE
CK-MB WB/S/P FDCAR-T402a 2.5-100 ng/mL CE/NMPA
MYO* WB/S/P FDMYO-402a 10-600 ng/mL /
Cardiovascular "cTnl: 0.1-40 ng/mL CE/NMPA
cTnl/MYO/CK-MB Combo WB/S/P FDCAR-T402a MYO: 10-600 ng/mL CE
CK-MB: 2.5-100 ng/mL" CE/NMPA
Calcitonin WB/S/P FECAL-402a 1.0-1000 pg/mL CE/NMPA
BNP WB/S/P FDBNA-402a 5-5000 pg/mL CE
NT-pro BNP WB/S/P FDBNP-402a 100-35000 pg/mL CE
cTnl/NT-Pro BNP WB/S/P FDCTB-T402a "cTnl: 0.1-40 ng/mL NT-proBNP: 100-35000 pg/mL" CE/NMPA
PSA WB/S/P FEPSA-502a 4/10 ng/mL CE
Oncology CEA WB/S/P FECEA-402a 1-500 ng/mL CE
AFP WB/S/P FEAFP-402a 1-400 ng/mL CE
MAU u FIMAU-102a 10.0-200 mg/L CE
Kidney Injury ~ NGAL WB/S/P/U FINGA-402a 50-5000 ng/mL CE
CysC WB/S/P FICYS-402a 0.50-10.00 mg/L CE
Vitamin B12 S/p FIVB12-302a 100-1500 pg/mL CE
Anemia Ferritin WB/S/P FEFER-402a 5-1000 ng/mL CE
Folic Acid S/P FIFA-302a 1.5-20 ng/mL CE
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CATEGORY PRODUCT NAME SPECIMEN CATALOG NO. ASSAY RANGE REGISTRATION

ADV Ag NA/NP/NS FCADV-502a / CE
RSV Ag NA/NP/NS FCRSV-5024 "RSV Type A 22.7%103 PFU/mL -
RSV Type B>27.3 TCID50/mL"
RSV+ADV Ag NA/NP/NS FCRA-T502a / CE
) Flu A&B Ag NA FCFLU(A/B)-502a “Flu A21.5¥103 TCIDS0/ml. CE
Respiratory Flu B>1.5*104 TCID50/mL"
"Flu A 21.5*103 TCID50/mL
SARS-CoV-2+Flu A&B Ag NA/NP/NS FCFC-T502a Flu B>1.5*104 TCID50/mL CE
COV223 TCID50/mL"
Flu A Ag NA FCFLU(A)-502a Flu A 21.5%¥103 TCID50/mL CE
Flu A (H5) Ag NA FCFLU(AH5)-502a / CE
25-OH VD WB/S/P FIVD-402a 5.0-100.0 ng/mL CE
p2-mMG WB/S/P FIMG-302a 0.50-20.00 mg/L CE/NMPA
Others Cortisol WB/S/P FKCOR-402a 50-1000 nmol/L CE
$100-B WB/S/P FIS100-402a 0.05-10 ng/mL CE
PTH WB/S/P FKPTH-402a 5-3000 pg/mL CE
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Zhejiang Orient Gene Biotech Co., Ltd was founded in December 2005 and listed on the SEE STAR

Market on February 5, 2020 (securities code: 688298).
Orient Gene specializes in R&D, production and sales of in vitro diagnostic products, mainly

covering infectious diseases (including COVID-19 test series), toxicology, tumor markers, cardiac
markers and fertility testing, etc. Through 16 years of technology accumulation and continuous
investment in R&D, the Company has independently developed hundreds of products. The
company own more than 200 authorized patents, and has obtained more than 500 product
medical device certifications at home and abroad. The Company’s sales network covers more than
100 countries, products are mainly sold to Europe, America and other developed countries.

Healgen Scientific LLC, a wholly owned subsidiary of Zhejiang Orient Gene Biotech Co., Ltd
develops, manufactures and commercializes in vitro diagnostic test systems worldwide. Our
product portfolio spans multiple testing categories and analytes to meet various clinical and
laboratory needs.

Healgen Scientific Limited Liability Company
Add: 3818 Fuqua Street, Houston, Tx77047, USA.
Tel: +1713-733-8088
Toll free: 866 982 3818
Fax: +1713-733-8848
E-mail: info@healgen.com (For South America and North America)
sales@orientgene.com (For rest of World)
Web: www.healgen.com
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